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— The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address- 
Period tor Reply 

nl™,o T ^M»M^Z»^ PERI ° D F ° R REPLY IS SETT0 EXPIRE ^ MONTH(S) FROM THE MAILING DATE 

Ur l nib COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS 
from tne mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Status 

□ Responsive to communication(s) filed on __ 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 ; 453 O.G. 213. 

Disposition of Claims 

^CIaim(s) . _ is/are pending in the application. 

Of the above claim(s) L^±2 _ is/are withdrawn from consideration . 

° Claim ( s > — is/are allowed. 

yClaim( S ) M,r<^ lM1 is/are rejected . 

D Claim ( s ) ~ is/are objected to. 

□ Ciaim(s) _ _ _ are sub j ect t0 restriction or election 

. „ A . „ requirement. 
Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on_ is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 1 1 9 <a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All DSome* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number). 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

'Certified copies not received: 

Attachment(s) 

(^Information Disclosure Statement(s), PTO-1449, Paper No(s) Q Interview Summary, PTO-413 

^Notice of Reference(s) Cited, PTO-892 □ Notice 0 f Informal Patent Application, PTO-152 
□ Notice of Draftsperson's Patent Drawing Review, PTO-948 □ Other 
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Restriction to one of the following inventions is required under 35 U.S.C, 121: 

I. Claims 1-15, drawn to macrocyclic lactam derivatives of antibiotics, classified in 
class 536, subclass 7.4. 

II. Claims 16-17, drawn to erythromycin oxime derivatives, classified in class 536, 
/ subclass 7.4. 

Claims 18-19 link(s) inventions I and II. The restriction requirement between the linked 
inventions is subject to the nonallowance of the linking claim(s), claims 18-19. Upon the 
allowance of the linking claim(s), the restriction requirement as to the linked inventions shall be 
withdrawn and any claim(s) depending from or otherwise including all the limitations of the 
allowable linking claim(s) will be entitled to examination in the instant application. Applicant(s) 
are advised that if any such claim(s) depending from or including all the limitations of the 
allowable linking claim(s) is/are presented in a continuation or divisional application, the claims 
of the continuation or divisional application may be subject to provisional statutory and/or 
nonstatutory double patenting rejections over the claims of the instant application. Where a 
restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. 
In re Ziegler, 44 F.2d 121 1, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 
804.01. 

The inventions are distinct, each from the other because of the following reasons: 
Inventions I and II are unrelated. Inventions are unrelated if it can be shown that they are not 
disclosed as capable of use together and they have different modes of operation, different 
functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the different 
inventions are directed to unrelated erythromycin derivatives. 



Because these inventions are distinct for the reasons given above and the search required 
for Group I is not required for Group II, restriction for examination purposes as indicated is 
proper. 

During a telephone conversation with Carolyn A. Favorito on July 9, 2002 a provisional 
election was made with traverse to prosecute the invention of Group I, claims 1-15. Affirmation 
of this election must be made by applicant in replying to this Office action. Claims 16-17 are 
withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as being drawn to a 
non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a request under 37 CFR 1.48(b) and by the 
fee required under 37 CFR 1 . 1 7(1). 

The linking claims 18-19 have been examined only insofar as the same relate to the 
elected invention of claims 1-15. 

Claims 18-19 are rejected under 35 U.S.C 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

In claim 18, it is not clear if the composition is administered to a subject in need of such 
treatment. 

Improper markush terminology has been set forth in claim 19 i.e. The term "and" 
between the last two species of the markush group should be substituted by the term "or". 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U S C 103© 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-15 and 18-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Freiberg et al (U.S. Patent No. 5,538,961) in view of Lundy et al (U.S. Patent No. 6,043,226). 

Freiberg et al disclose closely analogous erythromycin derivatives useful in stimulating 
contractile motion of the gastrointestinal tract.. The only difference between the claimed 
compounds and the prior art compounds is at the 13-position i.e. the prior art compounds possess 
an ethyl group at the 13-position while the claimed compounds possess different alkyls, alkenyls 
and alkynyls at the 13-position. However, since Lundy et al disclose groups at the 13-position of 
an erythromycin derivative which are encompassed by the instant claims (see column 4, lines 56- 
65), a person having ordinary skill in the art at the time the instant invention was made would 
have been motivated to modify the compounds disclosed by Freiberg et al at the 13-position in 
accordance with the teaching by Lundy et al because the results achieved fro such a modification 
would have been expected. Therefore, the claimed compounds and methods are deemed prima 
facie obvious over Freiberg et al in view of Lundy et al. 

Any inquiry concerning this communication or earlier communications from the examiner 



should be directed to Elli Peselev whose telephone number is 703-308-4616. The examiner can 
normally be reached on weekdays from 8.30 a.m. to 5.00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann R. Richter, can be reached on (703) 308-4532. The fax phone number for the 
organization where this application or proceeding is assigned is 703-308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 
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